QINGDAO HAINUO GROUP

About us

Hainuo Group was founded in 2004 and now has more than 20 subsidiary corporations. Our headquarter is
located in Jiangshan industrial park in Laixi, Qingdao, which is very close to the main highway, Qingdao

International Airport and Qingdao Harbor. Our factory covers an area of 220,000 square meters with super
geographical position and convenient transportation.

We have a dozen up-to-date factories, multiple Class 100,000 cleanrooms and Class 300,000 cleanrooms,
modern logistics and storage facilities, advanced production facilities and detecting instruments. More than
2,000 professional staffs devote themselves to their job and the development of Hainuo. We also have

technology support and cooperation of many research institutions and companies from USA, Germany and
Taiwan, China.

Hainuo keeps moving forward and we're always open to your ideas and advices. Please don't hesitate to let
us know if you're interested in working with us and a deeper level of cooperation!
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OUR BRANDS

HYNAUT

HYNAUT for Overseas Market

HAINUO for Domestic Market
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Ethyl Alcohol Prep Pad
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Ethyl Alcohol Prep Pad

Hynaut Ehtyl Alcohol Prep Pad is made of
spunlace non-woven fabric, saturated with
75% (£5%) ethyl alcohol.

FEATURES:

/\ Topical antiseptic helps to reduce bacteria on
the skin and makes these pads ideal for use prior
to injections.

A\ Ideal for removal of oils and residue from skin.

A\ Each pad is individually wrapped and sealed to
keep it protected and moist.

HYNAUT

ALCOHOL PREP PAD

Saturated with 75% Ethyl Alcohol
For external use only.
6cmX3cm

s TN

Qingdao Hainuo Biological Engineering Co. Lid
Noi Guangdong Road, Jiangshan Industrial Park, Laixi, Qingdao, China
TEL: +86 0532-86463333 info@hynaut.cn

75%(25%) ETHYL ALCOHOL

Sa
- Individual packets

6CMX3CM
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Model: C204 1l

12*12cm

46.5*35*33.5cm
58*38.5*33cm
58*32*31cm




Ethyl Alcohol Prep Pad

Establishment Registration & Device Listing
© FDA Home @ Medical Devices @ Databases

1 result found for Establishment Registration

&

MNew Search

or FEI Number : 3006508360
Establishment 5 A Current
Name ‘ Hlenistra tan R ey Registration Yr
QINGDAQ HAINUO
BIOLOGICAL ENGINEERING CHINA 3008808560 2020
CO., 1TD.
» Floss, Dental - Floss Pick Manufacturer
o First Aid Kit Without Drug - First Aid Kit Manufacturer
| » Pad, Alcohol, Device Disinfectant - Alcohol Wipes, Alcohol Prep Pad | Manufacturer
# Dressing, Wound, Hydrophilic - Wound Dressing, L.\, Adhesive Dressing Manufacturer
» Tape And Bandage, Adhesive - Medical Tape, Adhesive Bandage, Wound Plaster Manufacturer
* Eace Mask (Except NO5 Respirator) For General Public/Healthcare Personnel Per lie NtiniiEiciier
Guidance

# Mask Scavenging- Disposable Mask Manufacturer
= Disinfectant Medical Devices - lodine Swab Manufacturer
$ Manufacturer
» Bandage, Elastic - Elastic Bandage Gauze Bandage Manufacturer
» Non-Surgjcal Isolation Gown Manufacturer
e (Gauze/Sponge Monresorbable For External Use - Gauze Pad, Underpad, Cotion Balls Manufacturer
» Cover, Shoe, Operating-Room Manufacturer
» Mouthguard, Over-The-Counter - Face Mask Manufacturer
» Applicator Absorbent Tipped, Non-Sterile - Cotton Swab Manufacturer
» Cap, Surgical Manufacturer

Substance §

Name

ALCCHOL

ISOPROPYL
ALCOHOL

ISOPROPYL
ALCOHOL

Start
Marketing 4
Date
HUMAN 06/23/2020
QTC
DRUG
HUMAN 05/20/2020
QTC
DRUG
HUMAN 05/20/2020
QT
DRUG

NIA

NIA

NIA

Market s+

Category

oTc
MONGGRAPH
NOT FINAL

oTc
MONOGRAPH
NOT FINAL

aTc
MONOGRAPH
NOT FINAL

C€

Package #
Description

1PATCHIn 1
PACKAGE
(78149-002-
01)=27gin1
PATCH

100 PATCH in
1 BOX (78149-
201-02)= 7a
in 1 PATCH
(78148-201-
01

100 PATCH in
1BOX (78148-
201-04)= 1.05
gin 1 PATCH
(78149-201-
03)

Proprietary Nonproprietary $
Name Name
Hynaut 78149-002- 70mL/100g CLOTH TOPICAL part333A  Gingdao 781489-002 Alcohol
Alcohol 01 Hainuo
Prep Pad Biological
Engineering
Co., Ltd
Alcohol 78149-201- 75 g/100g SWAB EXTRACCRPOREAL;  par333A | Qingdao 78149-201 Alcohol Prep Pads
Prep Pads 02 TOPICAL Hainug
Biological
Engineering
Co., Ltd
o Alcohol 78149-201- 75 g/100g SWAB EXTRACCRPOREAL;  par333A  Qingdao 78149-201 Alcohol Prep Pads
Prep Pads 04 TOPICAL Hainuo
Biological
Engineering
Co., Ltd
- |
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Ethyl Alcohol Prep Pad

HYNAUT

ISO 13485

®TOV, TUEV and TUV are registered brand marks. Any use or application requires prior approval

C€

Your Professional Partner
of Medical Care
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13485:2016

é TUVRheinland®
Precisely Right.

2020-09-03

To Whom It May Concern

This is to confirm that Extension Audit, Re-certification Audit for ISO 13485,
Surveillance Audit for MDD was carried out on behalf of TUV Rheinland LGA
Products GmbH Notified Body (CE0197) as follows:

Applicant: ngdao Hainuo Biological Engineering Co., Ltd.
Address: Jii I ial Area of Ji han Town, Laixi, 266603
angdao City, Shandong, China

MDDScope: Aspects of manufacture concerned with securing and
maintaining sterile conditions of Sterile Wound Plasters, Sterile
Wound Dressings, Medical Face Masks

gsScope: Manufacture and Distribution of Sterile Wound Plasters, Sterile
Wound Dressmgs Medical Adhesive Tapes, Surgical Sponges,

plicators, Medical Cotton Balls,

edical Alcohol Cotton Balls,

d odi otton Ba s Medical Face Masks, Medical I.V.
Adhesnve Dressmgs Human Chorionic Gonadotropin(HCG)Test
Strips (colloidal gold), Luteinizing Hormone (LH)Test Strips
(colloidal gold), Medical Fever Relief Patches, Gauze
Bandages, Elastic Band Medical Underpads, Medical
Instant Cold Packs, Med|cal Exam Gloves, Liquid Dressings

Standards: EN I1SO 13485:2016, MDD 93/42/EEC Annex V

Date: 2020-06-22~24
Report No.: 15081837 011

The result of on-site audit is positive. The auditors will recommend that TUV
Rheinland LGA Products GmbH Notified Body (CE0197) Certificate for a Quality
Assurance System should be issued after the corrective actions proposed by the
company are accepted.

Yours sincerely,
TUV RHEINLAND (SHANGHAI) Co., Ltd.

Mr. SHENG Fuxiu
Leader Auditor, Greater China
Medical Services

TOV Rheinland
(Shanghai) Co., Ltd

TUV Building,
No.177, Lane 777,

West Guangzhong Road,

Shanghai 200072,

PR.China i

Tel. +86-21-6108 1188

Fax +86-21-6108 1099
+86 - 21 - 6108 1199

Hotline

800 999 3668/400 883 1300

service-gc@tuv.com

www.tuv.com
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Ethyl Alcohol Prep Pad

HYNAUT
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Experts on International Rules&Regulations for Training, Packing, Storaged Transport of Hazardous Goods

SDS No. 20200428251

Dangerous Goods Management(China) Lid,

Material Safety Data Sheet

R Ay

Product name: AlcoholPrep Pad

Manufacturer or

Supplier: Qingdao Hainuo Biological Engineering Co., Ltd.

MSDS prepared by DGM China
Web: www.dgmchina.com.cn
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Safety Data Sheet

AlcoholPrep Pad

Version: V1.0.0.1

SDS No. 20200428251
Creation Date: 2020/04/28
Revision Date: 2020/04/28

*Prepared according to UN GHS (the 8th revised edition)

Identification of the chemical and supplier

| Product identifier
Product Name | AlcoholPrep Pad
Product Model | 6*3cm
CAS No. | Not applicable
EC No. | Not applicable
Molecular Formula | Not applicable

| Relevant identified uses of the substance or mixture and uses advised against
Relevant identified uses | Topical skin disinfection.
Uses advised against | No special note.

| Details of the supplier of the Safety Data Sheet

Name of the company | Qingdao Hainuo Biological Engineering Co., Ltd.

Address of the | Jiangshan Industrial Area of Jiangshan Town, Laixi, Qingdao, Shandong, 266603,
company | China

Post code | 266603
Telephone number | +86 532-86464444
Fax number | +86 532-86464444
E-mail address | Lizi1002@126.com

| Emergency phone number

Emergency phone

number | +86 532-86464444

B3 Hazards identification

| Hazard classification according to GHS
Hazard classification

according to GHS | Notapplicable

| Label elements
Hazard pictograms
Signal word

Not applicable
Not applicable

| Hazard statements
Hazard statements [ Not applicable

| Precautionary statements

1/9

Material Safety Data Sheet (MSDS
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Certification for Safe Transport of Chemical Goods NO. 2020067152
Page  11/2
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Sample Name . alcohol prep pad
NO.2020067152 E3d
N . - English
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Certification onsignor PN —
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for Safe Transport of Chemical Goods Man’:iu,e,
5k HEf MR (EREAN) 61/
|ns:§£f,fe‘h:ind TATA Dangerous Goods Regulations (DGR) 61st Edition
Procedures
]
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HastmEask  |Mhite et nomoven, Heak odor
#ﬁ:zﬁ: H TR A AR fusE) Appearance & Odor
| 1. fEB ¥ (Hazards identification)
Sample Name: alcohol prep pad o
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Tnspection Date: 20200622 Igsue Date: 20200622 grkective Date: >~ F
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LB Comment i
Shanghai Research Institute of Chemical Industry Testing Co., Ltd
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~ Certification for Safe Transport of Chemical Goods




Contact us!






